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(54) JELUED lAEDICIMAL COMPOSITION FOR ORAL ADMINSTRATION 



(57) A medical composition for oral administration is 
formulated into a jellied fam preferably using a base 
containing carrageenan. locust bean gum. and poly- 
acrylic acid or a parDy neutralized product or salt 
thereof. The jellied nwdkal composition lor oral admin- 
istration is contained in a disposable container made of 
a synthetic resin and composed of a shell being deform* 
able under forcing and capable of containing the com- 
position thereia a ring neck with a small diameter 
connected to the shell, and a handle serving as the 
closed end of the neck and connected to the neck In a 
break^e manner, wherein Ihe neck is opened to pro- 
vide a spout for pouring the oorrposition whan the han- 
dle is broken away from the neck. 



FIG. 1 
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Description 

Technical FieW 

5 . The present invention relates to a jellied medical conpositlon for oral administration, specifically to a jellied medical 
compositicn tor oral administration which is easily taken by patients of advanced age or patients with dyspha^a, more 
specifically to a jellied medical composition for oral admini^ation which does not easily cause syneresis and retains 
preservation stability at the medical level in terms of maimenarx:e of appearance and pH of the composition and main- 
tenance of dispersibility and the contents of the effective components in the composition, and further to a jellied medical 

10 composition tor oral admi nis tr a t i on packed in a disposable container a predetermined dose of wNch can be taken with 
solidity appropriate tor swallowing and with good texture, which Is suitable tor improvement of complianca 

Backar^jnd Art 

'5 In future medicine, it is indispensable to solve medical problems in the aged society. One of the problems of such 
medicine tor the aged is great difficulty tor patients with advanced age in taking any of the cunently used dosage torms 
of medical compositions fbr oral administration. Patients with dysphagia have also been suffering from tNs prolalem that 
it is difficult to take a medical composition for oral administration. 

For example, the medical compositions for oral administration listed in the general medical preparations of Japa- 

20 nese Pharmacopoeia include tablets, capsules, pills, powders, liquid, syrip. and the like. Such dosage forms are not 
easily taken by patients of advanced age, particularly patients with dysphagpa. Among these, liquid and syrup prepara- 
tions are easfly taken by ttiem as compared with ttie other dosage forms. However, because of Kquid. there are prob- 
lems to be overcome, when formulating into dosage forms, such as masMng of bitterness of effective components, their 
dispersfoility and stabiBty. Particularly, patients with dysphagia cannot take such a medical composition k>ecause tiiey 

25 are choked by water. Ho el al. (Monthly Pharmaceutical, Vbl. 37. No. 11, p45-49 (199S)) reported that patients with 
advanced age cannot easily take tablets or capsules depending on their sizes. Thus, it has been desired to develop new 
phamiaceutical preparations that are easily taken by patients of advanced age or patients with dysphagia. 

In order to sotve the above problems for patients of advanced age. Ito et al. proposed to use liquto preparations hav- 
ing high viscosity as one of the medical preparations tor tiiem (Monthly Pharmaceutical. Vol. 37, No 1 1 , p45-49 (1 995)). 

30 Anottier report (Clinical Nutrition. Vol. 79. Na 1 . p22-39 (1 991 }) describes tiiat IkfikI preparations having high viscosity 
are favorably used as one of the dosage forms of medical preparations that can be easily taken by patients with dys- 
phagia. Thus, from general viewpoints, it has been considered that liquid preparations having high viscosity are appro- 
priate as a dosage form of medical preparatfons lior oral administration tiiat can be easily taken by patients of advanced 
age and patierrts with dysphagia. 

35 Actually fbr clinical i^e tor. it was reported that as nosocomial medicines, a hi^ly viscous liqud pharmaceutical 
preparation was prepared usually using one or two or mae otf gelatin, pectin, xanttian gum, canageenan. and tiie like 
ipon use or with the short applicable term to administer it to patients who couU not easily tato usually used medical 
preparations fbr oral adntinislration (Medical Care and New Drugs. Vol. 13. No 11. p208-2i4 (1994), Pharmacy. Vol. 
42. No. 1 1. P63-59 (1991)). However, even the aboveKjescribed highly viscous liquid pharmaceutical preparations are 

40 still unsatisfactory in easiness to take. Further, these preparations are used only for a limited period of short time since 
it is dHTicult to secure ttieir tong-tenn stability. In other words, there are such problems that the viscous pharmaceutical 
preparations cannot keep viscosity to become an aqueous state, ttiat their original appearances are difficult to maintain, 
and that ther preservation stability inducfing maintenance of the contents of ttie effective conponents is not sufficient. 
Accoidingly, it has been desired to develop a medical composition for aal adnrnnistration free from the above problems 

45 including insufficiency in easiness to take the Nghiy viscous liquto preparations and poor preservation stability of them. 
On the other hand, it is not known so far ttiat a medical preparation for oral administration Is used in a jeiy ed dosage 
form. Bme jelied compositions include sweet jellies used in food indusby whtoh are prepared usualy using as a base 
one or two or more of gelatin, pectin, xamhan gum, canrageenan. locust bean gum, mannnan. and the like. Their 
appearances are secured usually for atxHit one year under presenmtion at room temperature or in a cool place. Mm- 

so ever, none of them can keep preservation stability in terms of pH arKl the contents of the effective comportents in addi- 
tion to appearance at tiie medk»l level tests (for example, ttre preservation test at room temperature for ttvee years, or 
an acceleration test at 40*C and 75% RH fbr six monflis). 

As desabed above, ttiere has been no case of using pharmaceutical preparations fbr oral administration in a jellied 
form as a dosage form that can be easily taken by patients of advanced age or patients with dysphagia Further, at 

55 present no base used tor such a jellied pharmaceutical preparation for oral ^ministration is mailable. wNch shows 
preservation stability in temrs of maintenance of appearance and pH of ti>e formulated jellied composition and mainte- 
nance of dispersibility arvj tfie corrtents of the effective components in ttie composition, stability of which is bearable to 
ttie medical level tests, such as a preservation test at room temperature tor ttiree years, or an acceleration test at 40^0 
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and 75% RH for six months, tn addition, there is no information atxHit a disposable container having a shape thai makes 
it possit3le to take such a jellied medical conqxisitran for oral administration with solidity appropriate tor swaUowing and 
with good texture, and to improve compliance. 

5 Disclosure d the Invention 

The present invention was made to solve the aixsve prok)lenf« and an object of the present invention Is to provide a 
jellied medical ccvnposition for oral administration, which is easily taken by patients of advanced age or patients wfth 
dysphagia, specifically a jellied medical composition for oral administration wNch does not easily cause syneresis and 
fo retains preservation stability at the medicaJ level in tenns of maintenance of appearance and pH of the oonrposition and 
maintenance of dtspersibility and the contents of the effective components in the oonrposition. and further a jellied med- 
ical composition tor oral administration packed in a disposable container, whose predetermined dose can be taken with 
solidity appropriate for swaHowing and with good texture, which is suitable lor improvement of complianca 

As a result of imensive investigation to acNere the abo/e object, the present inventors confirmed that the medical 
ts conposftion for oral administration can be easily taken by patients of advanced age or patients with dysphagia by mak- 
ing it a jellied form. Further, it was found that preservatk)n statMlity can be secured at the medical level in terms of main- 
tenance of appearance and pH of the composition and maintenance of disperstMlity and the contents of the effective 
componerts in the composition, by preparing the atx>ve-described jellied medical composition for oral adminrstratton 
together with carrageenan and k>cust bean gum as a t>ase. preferably with polyaaylic ackJ or a partly neutralized prod- 
20 ucts or salts thereof in addition to the above components so that syneresis hardly occurs. Furthermore, it was found that 
the jellied medical composition for oral admintstratton can be taken at a predetermined dose with soiklity appropriate 
for swallowing and with good texture and can improve conpliance. by paddng the jellied medical corrpositkan for oral 
administration in a cfisposable container having a specific shape. Thifs> the preserrt invention was completed. 

Namely, the present invention provides a jellied medical composition for oral administratk>n. 
25 The jelly base of the jellied medical composition for oral a<tninistratk)n of the present invention is preferably a base 
containing canageenan and locust bean gum. In the case of using a base containing cafrageenan and locust bean gum 
as a jeity base for the composition of the present inventton. the contents of carrageenan and k}cu5t bean gum are pref- 
erably 0.01 to 1 .0 wt% and 0.01 to ro wt%. respectively, based on the total weight of the oompositiQn. 

The jellied medical composition for oral administratk)n of the presem inventksn more preferably contain polyaaylic 
30 acid or its partly neutralized products or salts thereof, preferably sodium polyacrylate. in addition to canrageenan and 
locust bean gum as descr1t>ed above used as a base. In this case, the content of polyacrylic acid or its partly neutrafized 
products or salts preferably ranges from 0.005 to 0.05 wt% based on the total weight of the composition. 

The present inventkm also provides a jeUied medk:al cornpositton packed in a disposable contain^- which is made 
of a synthetK resin and composed of a shell being deformable under forcing and capable of containing the jellied med- 
35 ical composition for oral admlnistratton therein, a ring neck with a small diameter connected to the shell, and a handle 
serving as the dosed end of the neck and connected to the neck in a breakable manner, wherein the neck Is opened to 
provide a spout for pouring the jellied medical oonpositfon for oral administratfon when the handle is broken away from 
the neck. 

With respect to the above jellied medical composition for aal administratxyi packed in the disposable container of 
40 the presem inventfon. it is preferat)le to make the contem of the jellied medical composition for oral administration in the 
disposable container equal to a dose of the compositton and to make the diameter of the spout formed when the handle 
of the disposable container Is broken away from the neck 1 to 15 mm. 
The present inventfon will be described in detail befow. 

45 (1 ) The jellied medical composition for oral adrrMnistration of the present tnventx>n ' 

The jellied medical corrposition for oral administration of the present invention is characterized by t>etng a jelfied 
form. Any medk»l compositfon for oral administratton formulated into a jeflied form is included in the jefiied medfoal 
compoeition fa aal administration of the present inventton without particularty being imited. The jellied composHton 
so usually has such a structure thai a (Aspersion medium of the base is retained in the pit of the skeleton of the sotid phase 
conposed of the base. In the jellied medical conposHion fa oral admir^ation of the present invention, a pharmaceu- 
tically effective ingredient is contained in the solved, dispersed, suspended, or the like state in the above^esaibed dis- 
persion medium. 

Any base usually used for jellied compositions tor food can be used as the base to be used in the jellied medical 
55 composition fa oral administration of the present invention without particularly being limited. Such a base may be one 
a two or more selected from, fa exanple. gelatin, pectin, xanthan gum, cairageenan, locust bean gum. mannan. a 
the like. Among these, it is preferable to use a base containing carrageenan and locust bean gum in the jellied medical 
composition for aal administration of the present invention In view of preservatfon stability. 
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The above-described carrageenan includes ic. i. and A type. Though any of these types of carrageenan can be 
used in the jellied rnedical composition for oral administration of the present invention, ir-carrageenan is preferably 
used. The cottent of carrageenan in the jellied medical composition for oral administration o* the present invention 
ranges preferably from 0.01 to 1.0 wt%. more preferably from 0.05 to 0.7 wt%, most preferably from 0.08 to 0.5 wt%. 
based on the total weight of the medical composition. 

tjxust bean gum usually used as a base in jellied compositions is used in the jellied medical composition for oral 
administration of the present invention without particutarly being limited. The content of locust bean gum in the jeflied 
medical conrposrtion for oral administration of the present invention ranges preferably from 0.01 to 1 .0 wt%, more pref- 
erably from 0.05 to 0.7 virt%. most preferably from 0.08 to 0.5 wt%, based on the total weight of the medical composition. 

In the jellied medical composition fa oral administration of the present invention, it is preferable to use a base con- 
taining carageenan and locust bean gum as described above for retaining preservation stability More preferably, the 
base further contains polyacrylic acid or a partly neutralized product or salt thereof (hereinafter generically referred to 
as "polyacrylic add compoundT in view of preservation stability. In the case of adding a polyacrylic add conpound to 
the jellied medical composition fbr oral admirastration of the present invention, one Wnd thereof can be added alone, or 
two or more thereof can be added in combination. The polyacrylic acid compound preferably used in the base of the 
jellied medical conposition for aal administration of the present invention is sodium pdyaaylate, which is one of salts 
of polyaayiic add. 

The polyacrylic add conpound can be used in the jellied mec6cal composition for oral administration of the present 
invention in any amount as long as the amount is generally falen within the range accepted as an additive fbr use in 
medical oonposltions. Specifically, the content of the polyacrylic acid compound ranges preferably from 0.005 to 0.05 
wt%. more preferably from 0.008 to 0.04 wr%, most preferably from 0.01 to 0.02 wt%, based on the total weight of the 

medical composition. 

Further, in addition to the above three conponents. the base of the Jellied medical composition tor oral acfrninistra- 
tion of the present invention may contain the compounds conventionally known to be used as a base in jellied com- 
pounds. 

As the dispersion medium for the base, which is contained in the jefiied medical composition tor oral admirtistration 
of the present invention so that the dispersion medium of the base is retained in the pit of the sl«l€ton of the solid phase 
conposed of the base, any liquid can be used as long as it is generally acceptable as additives for medidnes. it cari be 
orally administered, and the base can be dispersed therein at an appropriate temperature In the dspersion medium 
retained in the pit of the skeleton of the solkJ phase composed of the base, various aibitrary components can be con- 
tained in the solved, dispersed, suspended, or the like state as well as the above-described medically effective compo- 
nents. Spedf ically. the disperston medium used in the jelBed medkal composition for oral administration of the present 
invention is exenpWied by water or a mixed solution of water and polyhydric alcohol. Examples of pdyhydric atoohd 
include glycerol, propylene glycol, and the Kke. 

As the medtoaHy effective components contained in the jellied medkal conposition for oral adminisHatfon of the 
present inventton. any medkally effective components can be used, without particuJarfy being Umited, as long as they 
are used as the medically effective components in the usual medcal conposittons tor oral administralion. The medicaly 
effective components may l>e contained in the jellied medical conposition tor oral administratton in such an amount that 
each effective conponent can be taken at an appropriate dose when patients take a predetermined amoum d the com- 
position. In axkmon to the above components, the jellied medtoal composition for oral adnwnistration of the presem 
inventfon may further contain various aibitrary components that are acceptaWe as the additwes tor medidnes and can 
be orally administered, including a stabiHzer. a buffering agent, a sweetener, an emulscfier. a dispersant, a preservative, 
an aromatic, and the like, if required. 

Exanples of the stabitizer indude ascorbk; acid, sodum edetate. tocopherol, and the like. Examples of the buffer- 
ing agent indude potassium chlorkJe. sodium chlorkle. citrk; add. sodium citrate, dipotasstum phosphate, sodium phos- 
phate, and the like. Exanples of the sweetener indude sodium saccharin, purified sugar. D-sorbitd. 0-nnannitd. and 
the lika Examples of the emulsifier include potyoxyethylenesorbitan monooleate, sodium lauryl sulfate, and the like. 
Exanples of the cfispersant indude water-soluble polymers such as carboxymettiylcellulose. sodium alginate, hydroxy- 
propyteellulose. hydroxyethylcellutose. and the Ske. Exanples of the presenmlive Indude ethyl paraoxybenzoate (ethyl 
paraben). methyl paraoxybenzoate (methyl paraben). and the like. Examples of the aromatic Include flavors, essential 
dt, and the like such as menthols or fruit juk:e. 

The jellied medial conposition tor oral olminislration of the present inventkxi can be prepared by the same 
method as the preparation method tor the conventionally used jellied compositton except tor adtfing the above- 
described ooirponents. Spedfically, the base for the jettied conposition is dispersed In the disperaon medium at an 
appropriate tenperature. the medically effective components are dissolved, dispersed, or suspended therein with reg- 
ulating the tenperature. and. thereafter, the mixture is cooled to cause gelatton. In the preparatfon of the conposition 
of ttie present invention, the above aibitrary components can be added at any time before gelatton of the jellied mecScal 
conposition for oral administration of the present invention, tor example; at the time of dispersing the base in the disr 
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persion medwrn or at the time of adding the medicalty effective corrponents in the dispersion thus prepared. 

Further, the method of preparhg the jelied medical coniposition for oral administration of the present invention is 
specif icaiiy exenpRfied as follows. Rrst. an appropriate amourt of warm water having a temperature of from 80 to 90'C 
is added as the dispersion medium to the atwve t>ase and the art)ftrary components to disperse, dissolve, or suspend 

5 them by stirring with a stirrer or a vacuum stirrer. AliernatTvely, an appropriate amourt of water is added at a room tem- 
perature as the dispersion medium to the tase and the arbitrary components which are dspersed. dissolved, or sus- 
pended therein t>y heating the resulting mixture to 80 to 90*0 under stirring with a stirrer or the like. The stirrer and the 
vacuum stirrer to be used are pr eferal)ly nrxxJete k>earat)le to heat. Then, the thusK)btained dispersion, sdutioa or sus- 
pension is cooled to 65 to SS^'C and the medically effective components are added thereto followed t>y stirring. This is 

10 allowed to stand at ordinary terrperature for 1 to 2 hours, or at lO^C or lower fbr about 1 hour, though it depends on the 
volume, to make the liquid gelled to give the jellied n^ical composition for oral administration of the present invention. 

Upon the gelatiw in the preparation o1 the above-described jellied medical composition tor aai administration of 
the present inventton. the condition is divided into a dose in advance to thereby improve convenience of administra- 
tion. Further, the medtoal preparation having a dosage form further excellent in easiness to be taken and use can be 

75 obtained by incorporating a dose of the composition in the disposable container as desaibed below. 

According to the present invention, medical compositions tor oral administration are made to be easily taken by 
patients of advanced age and patients with dysphagia by maWng them into a jellied form. When the medicany effective 
consents contained in the jellied medical compositton for oral administration of the present invention have taste that 
is not to be easily taken like bitterness, the present invention is remarKaWy excellent in an effect to mask the taste to 

20 make it to be easily taken. Since the medical composition for oral administration of the present invention is in the jellied 
form, the medically effective conponents neither aggregate nor precipitate H they are insoluble in the dispersion 
medium of the base. Thus, this is the medical composition for oral administration remarkably excellert in dispersibility. 

Further, the jeKied medical conposition for oral administration of the present invention comprising a base having 
such a specif k: conposition as containing carrageenan and locust bean gum. preferably polyacrylic acid or a partly neu- 

25 tralized product or salt thereof in addition to the above conponenls is a jellied medicai compositton for oral ariministiB- 
tion having secured preservation stability at the medical level in terms of maintenance of appearance and pH of the 
conposition and maintenance of disperstoility and the contents of the active ingredients in the composition. This jellied 
medical compositton for oral administration of the present invention enables administration of the jellied medical com- 
position Ibr oral admiristration to patients of advanced age and patients with dysphagia without preparing upon use in 

30 the hospital and administering within the short perk)d of the applwation and thus enables domestic use within generally 

long-term perkxl. . ^ w -* 

Among the jelly base used in the above-descrbed jellied medcal conposition tor oral administration of the present 
inventton, the jetty base containing carrageenan. locust bean gimi, and pdyaaylto acid or a partly neutralized product 
or salt thereof has the novel composition. The jellied composition obtained by using tWs jeOy base does not easily cause 
35 syneresis and is excellent in presenration stability as compared with the conventionally known jellied coripositions. 
Such a jelly conposition can be applied to the jellied compositions other than the jellied medical conposition for oral 
administration of the present invention, such as food, cosmetics. agriaJtural chemtoals. miscellaneous goods, with 
being suitably applied to food. 

40 (2) The jellied medical corrposition for oral administration packed in a disposable container accoiding to the present 
inventton 

The jellied medtoal conposition tor oral administration packed in a disposable container accoiding to tiie present 
invention is provided to improve easiness to take and safety of ttie above^d^^ 

45 administration. This has such configuration as the above-described jelied medical compositton for oral adnwistiation 
in the container whtoh is made of synthetic resin and composed of a sheH being deformable under forcing and capable 
of containing the jellied medical composition fbr oral administration therein, a ring neck with a smaH diameter connected 
to the shell, and a hande serving as the ctosed end of the neck and connecled to the neck in a breakable manner, 
wherein the neck is opened to provide a spout for pouring the jeOied medtoal composition when the handle is broken 

50 away from the neck. ^ 
In the jellied medical conposition tor oral administration packed in a disposable container acconJing to the present 
invention, the content of the jellied medical composition tor oral admirtstration in the disposable container is preteraWy 
1 to 25 ml taking the dose, the size and portability of the container, into consWeration. When the same amount as the 
dose is contained, persons, who need to take it. can take a correct dose without taking an inconrectdosa 

55 In the jellied medtoal corrposition tor oral administration packed in a disposable container according to the present 
invention, the diameter o1 the spout formed, when the hancfie of ttie disposable container is broken away from »e neck, 
is not particularly limited as long as it has such a size that the jellied medical composition for oral administration is 
pushed out of the spout of the container to give the size easily to be taken, tor exanple. swalowed without mastication. 
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Specifically. H preferably ranges from about 1 to 15 mm The diameter of the spout is d^ermined depending on the 
strength of the jeilied medical conposition for oral administration and symptoms of the patients. 

According to the jelDed mecficat composition for oral administration packed in a disposable container of the present 
invention, any jeiKed medical composition tor oral administration as described above can be used as the jellted medical 

5 composition tor oral administratton packed in the container without partkniiarty being limited. H is preferable to use the 
jellied medical composition for oral administration having a specific base compositton of the present invention, that is. 
the base contairing carrageenan and locust bean gum, preferably in addition to these components, polyacrylic acid or 
a partly neutralized product or salt thereof, in view of preservation stat>ility. 

In the disposable container used in the present invention, the shell is deformable under forcing so as to push out 

10 the jeified medkal compositk)n tor oral administratton. Aocofdingty. the strength of the jellied medical conposition for 
oral administration packed in the container is preferably about 30 to 800 g so that the patients are not burdened with the 
power necessary fa pushing. 

In this connection, the jelly strength is defined as fbilows. A jelly is prepared in a 200-ml beaker. The beaker is 
placed on the measuring table of rheometer CR-200D (manufactured by Kabushiki Kaisha San Kagaku). When the 

ts pressure-sensitive bar for the jelly strength test is inserted into the jelly at the position of 20 mm from the suifece. the 
maximum load is measured to serve as the jelly strength. 

In the disposable container used in the present invention, the handle may be broken away from the neck by means 
of scissors. H the handle is made.breakafaie by twisting or folding it against the sheU. it is convenient parttoularty when 
taking the composition at a visiting place. 

20 A set of the disposable containers used in the present invention can be prepared by serially connecting a number 
of container and making them separat>le from each other. In such a torm. it is convenient to care and carry the jellied 
medk:a) composition for oral administration. 

The jellied medical composition for oral administration packed in the disposable container of the present invention 
can be obtained by incorporating the jelled medical composition for oral administratton in the disposable container. 

25 According to the present invention, the jellied medical composition tor oral administration prepared by the above- 
described method is packed, prior to its gelation, in the (fisposable container in a predetennined amount in accordance 
with the usual method and sealed to give the jellied medical conposition tor oral administration packed in the disposa- 
ble container having the above-described shape. Thereafter, the ^lied medical conposition for oral adntinistration gels 
in the container. When taking it. the resulting gel is crushed into an appropriate size to be taken when it is pushed out 

30 of the spout Of the container. 

As desait>ed atoove. since the jeDied medical conposition for oral administration packed in the disposable con- 
tainer of the presem inventton is cnjshed into an approprime size to be taken wh^ 

the container, it can be easily swaltowed without mastication. When a bedrtoden patient with dysphagia takes the jelKed 

medical conposition for oral administration, there is no risk that the patient chokes over ttie compositton. Thus, the jel- 
3$ lied medical composition for oral administration packed in the disposable container of the present invention is highly 

useful in both of easiness to take and safety and greatiy corrlributes to irrprove compliance. 

Next, enPo(fiments of the jellied medical composition for aal administration packed in ttie disposable container of 

the present invention will be illustrated based on Fig. 1 through Fig. a 

Fig. 1 through Fig. 4 each shows an embodiment of the jeUiedrriedical composition tor 
40 in tiie disposable container (hereinafter maybe referred to as "oontaineOo* the presemi^ 1 shows its front 

view, Fig. 2 shows its Side view. Fig. 3 shows its top view, and Fig. 4 is Its oblique view showing the configuration at the 

time of use. 

Container 1 is formed in one united body with soft synthetic resin and has sheO 2. neck 3. and handle 4. SheU 2 is 
composed of upper part 2a whose sectton is in an about elliptical ring forni and plain board-like lower part 2b. The sec- 
4s tton of the tip of upper part 2a gradually becomes smaller upward. The inside of ipper part 2a is 

a predetermined amount of the mecfical composition for oral administration is contained. Upper part 2a is formed to be 
deformable under forcing by nipping it by fingers. 

Neck 3 is connected witi) the upper end of ipper part 2a of shell 2. Neck 3 is in a hoUow ring form and its inner 
space is communicated with storage part 2c. 
50 Handle 4 is connected witfi \he upper end of neck 3. Handle 4 connected with neck 3 has round body part 4a capa- 
ble of dosing tt)e inner space of neck 3 and plain board part 4b rising from the upper surlace of round body part 4a. 
Thick part 4c Is formed around plain board part 4b. 

Connecting part 5 which connects round body part 4a of handle 4 with neck 3 is made thinner than the other parts. 
Connecting part 5 is broken when handle 4 is twisted against sheO 2 so that the tp of neck 3 is opened to form spout 6^ 
55 Fig. 4 shows a configuration that connecting part 5 is broken as desaibed above. In this oonfiguraticn. when ipper 
part 2a of shell 2 is pressed by nipping it by fingers, the jellied medical oorrposition for oral administration in storage 
part 2c is pushed out through spout 6. 

Fig. 5 through Rg. 7 show another embodiment of tiie jellied medical conposition for oral admirvstration packed in 
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the disposaUe cortainer used in the present invention; Fig. 5 is its front view. Rg. 6 « its side view, and Fig. 7 is its 
oblique view showing the configuration at the time of use. tn the follQwing. the same nunnerals are used tor the same 
parts as in lha jtfM medicai oonrposition tor oral administraton packed in the disposable container as explained for 
Fig. 1 ihiough Fig. 4 to omit their 634)lanatton and only differences from the above jellied medical composition tor oral 

5 administration packed in the disposable container are demonstrated. 

Shell 2 and handle 4 are formed to have the same width over their full length. Board-tike part 2d formed at the upper 
erd of upper part 2a of shell 2 is connected with handle 4 to form one united body. Connecting part 7 therebetween is 
made thinner in a breakable manner. 

Neck 3 is made extremely short in the axial direction and formed between shell 2 and handle 4 in a thin constrkrted 

10 form. Neck 3 is connected with cylindrical part 4d formed at handle 4. The inner space of neck 3 is dosed by cylindrical 
part4d. 

In this container i . neck 3 and connecting part 7 are broken when handle 4 is twisted against shell 2 and the tip of 
neck 3 is opened to form spout 6. Fig. 7 shows a configuration that neck 3 and connecting part 7 are broken as 
desaibed above. In this configuation. when upper part 2a of shell 2 is pressed by nipping it by fingers, the jellied mad- 

15 ical compositfon for oral adnninistrat»n in storage part 2c is pushed out through spout 6. 

In both containers 1 above, since the jeltied medkal compositfon for oral administration is crushed when it passes 
through spout 6. patients can easily lake it without coughing and being choked. Thus, it is very safe. Further, a spoon 
and the like tools subserving administration are not necessary because the conpositfon can be directly administered 
to the patient s mouth from spout 6 of container 1 . If the content of the jellied medical composiffon for oral administralion 

20 in storage part 2c is made the same as the dose, persons, wtw need to take it, can take its correct dose without taking 
an incon'ect dose. In both containers 1 above, spout 6 can be opened without using sdseorc or the like. Thus, it is 
extremely convenient, particularty when taking it at a visiting place. 

If a set of containers 1 is tonned by serially connecting a nunnber of them and each container 1 is made separable 
from each other, it is beneffcial to care or cary the jellied composition. Rg. 8 is a front view showing an embodiment of 

25 the above-described set of containers 1 prepared by serially connecting a number of them. Connecting parts 8 between 
each container 1 are n^e thin so as to be easily broken by hand. 

Brifif OftficriptiQn of the Drawinos 

so Fig. 1 1s a front view of an embodiment of the jellied medical conpositton for oral administration packed in the dis- 
posable container of the present inventfon. 

Fig 2 is a side view of an ennbodiment of the jellied medical oompositfon far oral adminislration packed in the dis- 
posable container of the present inventfon. 

Fig. 3 is a top view of an embodiment of the jellied mecfical composition tor oral administration packed in the dis- 
ss posable container of the present invention. 

Fig. 4 is an oblique view showffig a configuration of an embodiment of the jellied medcal compositfon for oral 
administration packed in the disposable container of the present invention at the time of use. 

Fig. 5 is a front view of anottier embodiment of the jelKed medical compositfon fbr oral administratfon packed in the 
disposable container of the present invention. 
4C Fig. 6 is a side view of another ennbodiment of the jellied medical composition for oral administration packed in the 
disposable container of the present invention. 

Fig. 7 is an obOque view showing a configuration of arxrther embodiment of the jellied medical composition tor oral 
adnintstration pactod in the disposable container of the present invention at the tinrra of use. 

Fig. 8 is a fiont view showing anottrer ennbodiment of the jellied medical compositfon fbr oral admintstration packed 
4S in the dispoeatsle container of the present invention, which is a set of plural containers serially connected. 

Best Mode tor Carryin g out the Invention 

The present invention will be described more specifically with reference to Examples as follows. 

so 

gitamples 1 and 2: Domoeridone iellv 

Conponents B as listed in Table 1 were weidh^ and dissolved by heating at 80^0. This was maintained at 70 to 
60*C and oonponent A was added thereto to give a suspension. A 5 g portion each of the resulting suspension was 
55 distrtouted to each of disposable containers serially connected. The containers were sealed by fusion and cooled to 
obtain 1 3 sets of donperidone suspensfon jellies contained in the disposable containers, tor each Example which were 
the same as shown by the firont view of Fig. 8 except that a set of three containers were serially connected. The serially 
connected disposable containers used in titis Example had an opened spout with a cf ameter of 4 mm. The completely 



7 



eNSOOClD:<EP._ .0e73748A1 I > 



EP0873749A1 

same conlainers as these were used in the subsequent Examples. 



Table 1 



Component 


Blending amount (wt%) 


Component A 


Example 1 


Example 2 


Domperidone 


0.2 


0.2 


Component B 






K-carrageenan 


0.3 


0.25 


Locust bean gum 


0.3 


0.25 


Sodium polyaaytate 




0.01 


Sodium citrate 


0.25 


0.25 


Citric acid 


0.05 


0.05 


D-sortMtol 


17.0 


12,0 


Methyl paraben 


0.03 


0.03 


Purified water 


81.87 


86.96 



Exflmpl^ 3 and 4: Acydoyir jglly 

25 

Corrponents B as listed in Table 2 were weighed and dissolved by heating at 80*C. This was maintained at 70 to 
60«C and conponent A was added thereto to give a suspension. A 5 g portion each of the resulting suspension was 
distributed to each of disposable container serially connected. The containers were sealed by fusion and cooled to 
obtain 13 sets of 3 disposable containers serially connected, for each Example, which were containing acyclovir sus- 
30 pension jelly. 



Table 2 



Component 


Blending amount (wt%) 


Component A 


Example 3 


Example 4 


Acydovir 


8.0 


8.0 


Components 






K<arrageenan 


0.4 


0.5 


Locust bean gum 


0.4 


0.5 


Sodium pdyacrylate 




0.01 


Sodium citrate 


0.25 


0.25 


Qtricacid 


0.05 


0.05 


D-sorbitol 


17.0 


12.0 


Methyl paraben 


0.03 


0.1 


Purified water 


73.87 


78.59 



55 Corrponents B as listed in Table 3 were weighed and dissolved by heating at 80*C. This was maintained at 70 to 
60'C and corrponent A was added thereto and dissolved therein. A 5 g portion each of the resulting solution was dis- 
tributed to each of disposable container serially connected. The containers were sealed by fusion and cooled to obtain 
13 sets of 3 disposable containers serially connected, which were containing sodium loxoprofen jelly. 
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Table 3 



Conponent 


BlerxJing amount (wt%) 


Component A 




Sodium loxQprofen 


1.36 


Coirponeni B 




ic-carrageenan 


n OK 
Q.CD 


Locust bean gum 


0.25 


Sodium polyacrylate 


0.01 


Sodium citrate 


0.25 


Citric acid 


0.05 


D-sort)itol 


12.0 


Methyl parat^en 


0.1 


Purified water 


85.73 



C^rampifl 6' Famotidine ieilv 

Conponents B as listed in TaWe 4 were weighed and dissolved by heating at WC. This was maintained at 70 to 
25 SO^C and conponent A was added thereto and cfissoh/ed therein. A 5 g portion each of the resulting solution was dis- 
tributed to each of disposable container serially connected. The containers were sealed by fusion and cooled to obtain 
1 3 sets of 3 dsposable containers seriaOy connected, which were containing famotidine jeHy. 



Component 


Blending amount (wt%) 


Component A 




Famotidine 


0.40 


Component B 




^c-carrageenan 


0.25 


L^ust bean gum 


0.25 


Sodium polyacrylate 


0.01 


Sodium citrate 


0.1 


Citric acid 


0.5 


D-sorbitol 


12.0 


Methyl paraben 


0.1 


Purified water 


86.39 



so Examcle 7: T effanadine ieilv 

Conponents B as li^ed in Table 5 were weighed and dissolved by heating at 80*C. This was maintained at 70 to 
60*C and corrponerrt A was added thereto and dissolved therein. A 5 g portion each of the resulting solution w^tfs- 
tributed to each of disposable container serially connected. The containers were sealed by fusion and cooled to oWam 
55 13 sets of 3 disposable containers serially connected, which were containing terfenadine jelly. 
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Tables 



Comoonfirrt 


6l6nding amount {wt%) 






1 0) 1 CI ia\Aii ic 


1.20 






^•carrageenan 


0.35 


Locust bean gum 


0.35 


Sodium pdyacrylate 


0.01 


Sodium dtrate 


0.1 


Citric acid 


0.5 


D-sofbitol 


12.0 


Metbyl paraben 


0.1 


Purified water 


85.39 



so 

Reference Example: Sweat jelly 

Components B as listed in Tabie 6 were weighed and dissolved by heating at 80''C. This was maintained at 70 to 
25 eO'^C and component A was added thereto and dissolved therein. The resulting solution was distributed to 30 contain- 
ers tor suveet jelly. The containers were sealed and coded to obtain sweet jellies. 



Tables 



30 


Ccmponem 


Blending amount (wt%) 




Conponent A 






Orange juice 


10.0 


35 


Component 6 






ic-carrageenan 


0.4 




Locust bean gum 


0.4 




SoCBum polyacrytate 


0.01 


40 


Sodium citrale 


0.25 




Citric add 


0.05 




Purified sugar 


ao 


45 


Methyl paraben 


0.03 




Colorant 


0.01 




Purified water 


80.85 



so [Evaluation of the jellied medicat composition tor oral administration of the present invention] 

The jeiiied medicat composrtions tor or^ administration obtained ri each Example as descrtoed akme were suk> 
jected to a test tor easiness to swattow, a test for taking out of the container, and a stability test 

55 (1) Test for easiness to swaltow 

In order to evaluate each jellied composition prepared in Example 2 and Examples 4 through 7 tor their easiness 
to swallow by human subjects, jellied conpositions contained in the serially connected disposable containers were pre- 
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pared in the same manner as described above to have the same compositions in ttra respective Examples except for 
using purified water in place of component A. which is an effective medical component in the compositions of the 
respective Exanplee, Further, the same jellied compositions were prepared, which were not contained in the serially 
connected disposable containers but were allowed to gel in the containers usually used for jelly for food. The jelfied 

5 corrpositions for con^ison with those of Example 2 and Examples 4 through 7. which were allowed to gel iri the con- 
tainers usuaUy used for jelly for food, were designated as sample Nos. 1 to 5, while the jelHed compositions contained 
In serially connected disposable containers for conrparison with those of Example 2 and Examples 4 through 7 were 
designated as sample Nos. 6 to 10. 

The thus-obtained jellied compositton sample Nos. 1 to 10 were subjected to a test tor easiness to swaUcMr by 12 

10 panelists (the respective panelists were designated as A through L). 

Each panelist took a spoonful of each jellied composition of sample Nos. 1 to 5 using a spoon. With respect to the 
jellied compositions contained in the disposable containers of sanple Nos. 6 to 10, each panelist opened one oomainer 
for each jellied composition, put the jelljed composition directly into the mouth from the spout of the container, and then, 
swallowed it. Subsequently, the sensory evaluation tor easiness to swallow (textu'e felt at the throat) was performed 

15 based on the following criteria. For conparison. using commercially available food for swallowing aids as highly viscous 
liquid compositions, the sensory evaluation tor easiness to swaltow was performed by the same 12 panelists as above. 
The results are shown in Table 7. 

(Criteria for evaluation) 

2C 

@ : easy to swallow 
O : slightly easy to swallow 
n : slightly difficult to callow 
X: difficult to swallow 



25 



30 



40 



45 



SO 



55 



Table 7 



kmple No\ Panelist A 


B 


C 


D 


E 


F 


G 


H 


I 


J 


K 


L 


Sample 1 


O 


0 


0 


0 


O 


o 


0 


O 


0 


o 


o 


o 


Sample 2 


A 


0 


0 


A 


0 


0 


A 


o 


0 


o 


o 


A 


Sample 3 


A 


0 


0 


O 


o 


0 


0 


0 


0 


o 


o 


O 


Sample 4 


O 


o 


o 


O 


o 


o 


O 


o 


o 


o 


o 


O 


Sample 5 


O 


0 


o 


0 


o 


0 


O 


o 


o 


o 


o 


O 


Sample 6 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


Sample 7 


O 


© 


© 


O 


o 


© 


0 


© 


© 


© 


o 


O 


Sample 8 


@ 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


Sample 9 


@ 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


Sample 10 


@ 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


© 


Food for 
swallowing aids 


X 


X 


A 


X 


A 


X 


X 


X 


A 


X 


X 


X 



The same results as above were obtained when the same tests were cam'ed out tor the jellied compositions of 
Example 1 and Example 3. 



11 



6NSCX3CID;4EP 0873748A1 l.» 



EP0 873 749A1 



From these results, it can be urxjerstood that the jeliied medical conpositions for oral administration of the present 
invention have remarteUy inproved easiness to take as compared with the conventional highly viscous liquid conpo- 
sitions. Particularly, the jellied medical compositions for oral administration in the disposak^ie container of the present 
invention are aushed into appropriate pieces when pushed out through the spout of the container and are to be taken 
5 with solidity suitable for swaUowing and wrth good texture, which reveals that the conpositions have ^eat easiness to 
take. 

(2) Test for taking out 

»c The test for taking out of the container was carried out using 3 sets of 3 containers serially connected, namely 9 
containers in total, of each jellied medical composition for oral administration in the disposable container obtained in 
Examples 1 to 7. As a result afl of the jellied compositions were taken out without adhering to the containers. 

(3) Stability test of the jellied medical compositions for oral administration 

15 

Ten sets of 3 containers serially connected, namely 30 containers in total, of each jellied medical composition for 
oral administration in the disposable container obtained in Example 2 and Examples 4 to 7 and 30 sweet jellies in the 
containers obtained in Reference Example were allowed to stand for 3 months at 40"C and 75% RH. Thereafter, the 
jellied conpositions were taken out of all of the containers and obsen^ed by naked eyes as to whether syneresis 
20 occurred or not. 

As a result, there was found little syneresis among all the jellied conrposKk^ns of the above Exanples and sweet 
jellies of Reference Example prepared by using, as a base, canageenan, locust bean gum. and sodium polyacrylate. 

From this result, it can be understood that the jellied medical conpositions for oral administration of the present 
invention containing a base having a specific conposition do not cause syneresis even in the medical la^el test and 
25 retain pre8ervatk)n stability. 

Industrial Aoolicabilth^ 

The jellied medk:al compositions for oral administration of the present invention can be easily taken even by 
30 patients of advanced age or patients with dysphagia. Further, the jellied medical conpositkjns fa oral administration of 
the present invention containing a base having a specific conposition do not easily cause syneresis and retain preser- 
vation stability at the medical level in terms of maintenance of appearance and pH of the composition and maintenance 
of dispersibility and the contents of the effective components in the compositkwi. Furthermore, a predetermined dose 
of the jellied composition can be taken with solklity suitable for swallowing and with good texture when using the jellied 
35 medk:a! conpositions for oral administralion in the disposable container of the present invention. Thus, safety and eas- 
iness to take the mecfical conposition for oral administration are secured tor. particiiarly. patients of advanced age or 
patients with dysphagia, and inproved compliance can be expected. 

Claims 

40 

1 . A jellied medical composition fbr oral adn«ni8tratk>n. 

2. The jellied medical composition for oral administration according to claim 1. which oonprises. as a base, carra- 
geenan and kx:u5t t>ean gum. 

3. The jellied medical composition for oral administration according to claim 2. wherein said canageerwn is contained 
in an amount of 0.01 to 1 .0 wt% based on the total weight of the composition. 

4. The jellied medical conposition for oral administration according to claim 2. wherein said locust bean gum is con- 
50 tained in an amount of O.oi to 1.0 wt% based on the total weight of the conpositkK). 

5. The jellied medcal composition ior oral administration accordkig to daim 2. which further comprises, as the base, 
polyacrylic acid or a partly neutralized product or sah thereof. 

55 6. The jellied medical composition for oral administratnn according to dalm 5. wherein sakj salt of polyacrylc add is 
sodium polyacrylate. 

7. The jellied medical composition for oral administration according to daim 5. wherein sakj polyacrylic add or partiy 
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neutrafizod product or satt thereof is contained in an amount of 0.005 to 0.05 wt% laased on the total weiahl of the 
composition. 

S. The jenied medical conposition for oral administration according to claim 1 . which is contained in a disposabie oon- 
5 tainer made of a synthetic resin and composed of a sheU being deformaWe under forcing and capalsle of contairtng 
the jellied medical conrposition for oral adminislration therein, a ring neck with a small diameter connected to the 
shell. anS a handle serving as the closed end of the necK and connected to the neck in a breakaljle manner, 
wherein the neck is opened to provide a ^pout for pouring the jeined medical composition tor oral administration 
when the handle is broken away from the neck. 

w 

9. The jellied medical composition for oral administration in the disposable container according to claim 8. wherein a 
content of the jellied medical conposition for oral administraljon in the disposable container is equal to a dose of 
the composition. 

15 1 0. The jellied medical conpositkxi for oral administration in the disposable container according to claim 8. wherein a 
diameter of the spout formed when the handle is broken away from the neck ranges from 1 to 15 mm. 
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